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Redulatory Uperations fransformation

Our goal is to help our clients improve efficiency within their Regulatory Operations function by implementing process and
technology changes. These transformational changes help Life Sciences companies bring products to market more quickly, while
reducing compliance risk and enabling a sustainable approach to regulatory maintenance activities.

We provide a wide range of services including current-state assessment, future-state design, technology implementation support,
data collection & harmonization, program management, and change management.
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EXampie Clent engagements Rajosh Misr

Supported a Top 10 Pharma with an end-to-end business transformation of its Regulatory Affairs organization Prinpipal ,
Helped design and implement target operating models for both proprietary and established products Advisory Services
: . T: 781-856-8176
Completed detailed cost and headcount modeling .
; . . E: rkmisra@kpmg.com
Provided ongoing support for rollout of new organization
Led effort to define RA system transformation road map

Supported a Fortune 500 Life Sciences company with implementation of a global
Registration Management solution
Facilitated RFP and vendor selection process
Designed target operating model
Led configuration workshops
Gathered, cleansed and uploaded data from each region to support global rollout of registration module

(both Pharmaceutical and Medical Device products) Brian Williams
— In parallel, completed a diagnostic of existing data sources for IDMP and created IDMP roadmap Director
Advisory Services
Helped lead a global technology-focused RIM transformation program for a Top 10 Pharma company T: 312-995-3582
Provided Program and Project Management across several workstreams E: bewilliams@kpmg.com

Provided Change Management and Communications
Helped facilitate key process and technology decisions
Provided independent oversight over program
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